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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after allowance or after an Office 
action under Ex Parte Quayle, 25 USPQ 74, 453 O.G. 213 (Comm'r Pat. 1935). Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, prosecution in this application has been 
reopened pursuant to 37 CFR 1.114. Applicant's submission filed on 12-29-05 has been 
entered. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 11 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 
(CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be 
commonly owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

Claims 73-98 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-71 of copending 
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Application No. 10/ 072829 (the claims have been allowed). Although the conflicting 
claims are not identical, they are not patentably distinct from each other because the 
other applications claims drawn to using the same method steps to alleviate skin tags, a 
skin condition. In the instant application, skin tags or acrochordons, are one of the 
claimed embodiments. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 



The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 73-98 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention or has enabled the claimed invention. 

Applicant claims generically treating essentially any and all skin conditions 
however the specification as originally filed does not provide an adequate written 




Application/Control Number: 10/684,136 
Art Unit: 1651 



Page 4 



description to show possession of the entire scope of this invention. The written 
description requirement for a claimed genus may be satisfied through sufficient 
description of a representative number of species by actual reduction to practice, 
reduction to drawings, or by disclosure of relevant, identifying characteristics, i.e., 
structure or other physical and/ or chemical properties, by functional characteristics 
coupled with a known or disclosed correlation between function and structure, or by a 
combination of such identifying characteristics, sufficient to show the applicant was in 
possession of the claimed genus. Applicant has shown none of this. See Eli Lilly, 

119 F.3d at 1568, 43 USPQ2d at 1406. 

It follows that a showing of the elimination of a couple or even few skin 
conditions, e.g. sebborrheic keratoses and acrodonans, does not enable the treating of all 
diseases/ afflictions effecting the skin. Applicant's showing is too limited to be 
considered to enable treatment of the generically claimed conditions particularly 
wherein diseases are encompasses which have no clear relationship to those actually 
shown to be treatable in the instant application. 

The breadth of claims must be based upon the predictability of the claimed subject 
matter and not on some standard of trial and error. To argue that one can make 
material embodiments of the invention and then test for those that work in the manner 
disclosed or that the instant claims only encompass the working embodiments is 
judicially unsound. Unless one has a reasonable expectation that any one material 
embodiment of the claimed invention would be more likely than not to function in the 
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manner disclosed or the instant specification provides sufficient guidance to permit one 
to identify those embodiments which are more likely to work that not without actually 
making and testing them then the instant application does not support the breadth of 
the claims. In the instant case it is highly improbable that any of the encompassed 
diseases will more likely than not be treated in the manner disclosed and the instant 
specification does not provide the guidance needed to find diseases which can be 
treated. 

The claims are essentially of limitless breadth. It is implied that so long as the 
specification provides one with the ability to test any particular embodiment which is 
encompassed by the material limitations of a claim, one can thereby distinguish 
between those embodiments which meet the functional limitations from those 
embodiments which don't. This argument is not entirely without merit. However, the 
issue here is the breadth of the claims in light of the predictability of the art as 
determined by the number of working examples, the skill level of the artisan and the 
guidance presented in the instant specification and the prior art of record. This 'make 
and test' position is inconsistent with the decisions in In re Fisher, 427 F.2d 833, 166 
USPQ 18 (CCPA 1970), Amgen v. Chugai Pharmaceuticals Co. Ltd., 13 USPQ2d, 1737 
(1990), and In re Wands, 8 USPQ2d, 1400 (CAFC 1988). In re Wands stated that the 
factors to be considered in determining whether a disclosure would require undue 
experimentation include (1) the quantity of experimentation necessary, (2) the amount 
of direction or guidance presented, (3) the presence or absence of working examples, (4) 
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the nature of the invention, (5) the state of the prior art, (6) the relative skill of those in 
the art, (7) the predictability or unpredictability of the art and, (8) the breadth of the 
claims. 

Breadth alone is not the issue, however. In re Fisher, 427 F.2d 833, 166 USPQ 18 
(CCPA 1970), held that "Inventor should be allowed to dominate future patentable 
inventions of others where those inventions were based in some way on his teachings, 
since such improvements while unobvious from his teachings, are still within his 
contribution, since improvement was made possible by his work; however, he must not 
be permitted to achieve this dominance by claims which are insufficiently supported 
and, hence, not in compliance with first paragraph of 35 U.S.C. 112; that paragraph 
requires that scope of claims must bear a reasonable correlation to scope of enablement 
provided by specification to persons of ordinary skill in the art; in cases involving 
predictable factors, such as mechanical or electrical elements, a single embodiment 
provides broad enablement in the sense that, once imagined, other embodiments can be 
made without difficulty and their performance characteristics predicted by resort to 
known scientific law; in cases involving unpredictable factors, such as most chemical 
reactions and physiological activity, scope of enablement varies inversely with degree 
of unpredictability of factors involved." 

As discussed above, applicant has demonstrated that their 23% peroxide 
hydrogen peroxide treatment is effective to treat sebborrheic keratoses and acrodonans 
but there is nothing in the application which supports the breadth of claim 73 and its 
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dependents. Applicant is claiming a method of treating viral diseases, autoimmune 
diseases, and malignant cancers based on the successful treatment of two similar 
benign skin growths. Given the vastly different etiologies of the diseases/ disorders 
claimed and the limited showing in the specification, the instant specification can not be 
considered to enable or show possession of the invention as claimed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leon Lankford whose telephone number is 571-272- 
0917. The examiner can normally be reached on Mon-Thu 7:30-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 






